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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicants submission filed on March 30, 2005 has been entered. 

The Examiner acknowledges the amendments to claims 1 and 5. Claims 1-6 are pending. 

Terminal Disclaimer 

2. The terminal disclaimer filed on March 30, 2005 disclaiming the terminal portion of any 
patent granted on this application which would extend beyond the expiration date of U.S. Patent 
No. 6,387,058 and U.S. Patent No. 6,740,049 has been reviewed and is accepted. The terminal 
disclaimer has been recorded. 

Claim Rejections - 35 USC § 102 
1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 
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2. Claims 1-6 are rejected under 35 U.S.C. 102(b) as being anticipated by Bayne ('992). 
Bayne teaches a cervical cytology device (42) including a plurality of elongated flexible bristles 
(50) of approximately uniform length connected to a handle including an elongated portion (46) 
and a head portion (48) to form a mop-like sample collecting member. The bristles extend from 
the head portion in a direction that is substantially parallel to the longitudinal axis of the handle. 
The head portion and the elongated portion are substantially cylindrical and the head portion is 
of a greater diameter than the elongated portion. The bristles have a modulus of elasticity that 
forms a soft surface having a substantially symmetrical shape. The mop-like sample collecting 
member appears fully capable of obtaining a sample through a mopping action. 

3. Claims 1-3, 5 and 6 are rejected under 35 U.S.C. 102(b) as being anticipated by Fomby 
('988). Fomby teaches a brush that is capable of obtaining a sample from a body cavity. The 
brush includes a plurality of elongated flexible bristles of approximately uniform length 
connected to a handle including an elongated portion and a head portion to form a mop-like 
sample collecting member. The bristles extend from the head portion in a direction that is 
substantially parallel to the longitudinal axis of the handle. The head portion and the elongated 
portion are substantially cylindrical. The bristles have a modulus of elasticity that forms a soft 
surface having a substantially symmetrical shape. The mop-like member appears fully capable 
of obtaining a sample through a mopping action. 

3. Claims 1-3, 5 and 6 are rejected under 35 U.S.C. 102(b) as being anticipated by Cataneo 
et al. ('789). Cataneo et al. teach brush that meets all of the structural limitations of the claims 
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and appears fully capable of performing cervical or vaginal sampling. The brush (12) includes a 
plurality of elongated flexible bristles (14) of approximately uniform length connected to a 
handle including an elongated portion (12) and a head portion (16) to form a mop-like sample 
collecting member (see Fig. 1). The bristles extend from the head portion in a direction that is 
substantially parallel to the longitudinal axis of the handle. The head portion and the elongated 
portion are substantially. The bristles have a modulus of elasticity that forms a soft surface 
having a substantially symmetrical shape in that Cataneo et al. discloses that the bristles are 
intended to be used on the human lips. The mop-like member appears fully capable of obtaining 
a sample through a mopping action when no substance is contained in the handle. 

Response to Arguments 

4. Applicant's arguments, see pages 10-12, filed March 30, 2005, with respect to the 
rejection of claims 1-6 under 35 U.S.C. 102(e) as being anticipated by Peltier have been fully 
considered. While the Examiner does not concede Applicant's arguments to be fully persuasive, 
the Examiner concedes that Peltier does not discuss the bristles forming the mop-like member in 
the patent disclosure. The rejection of claims 1-6 under 35 U.S.C. 102(e) as being anticipated by 
Peltier has been withdrawn. 

4. Applicant's arguments filed March 30, 2005 have been fully considered but they are not 
persuasive. 

Applicant contends that Bayne does not teach or suggest a "device for obtaining a sample 
from a body cavity" which includes "a plurality of elongated flexible bristles of approximately 
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uniform length defining opposing first and second bristle end portions" wherein the plurality of 
flexible bristles "form a mop-like sample collecting member," and are supported "in a direction 
substantially parallel to the longitudinal axis of the elongated portion" where "the mop-like 
sample collecting member is configured to obtain a sample through a mopping action," as 
claimed by Applicant. Applicant primarily focuses his argument on the use of the term "scrape" 
in Bayne and contends that mop-like sampling member of Bayne cannot be said to collect cells 
by a mopping action in view of that terminology. The Examiner respectfully disagrees with 
Applicant's contention. 

Bayne teaches an exocervical cytology brush (42) that meets all of the structural 
limitations of the claims. In particular, the brush (42) includes a plurality of flexible bristles (50) 
engaged at one end thereof by a head portion (48) that is disposed on an elongate handle (46). 
The plurality of bristles (50) extend from a base member (head portion 48) to form a mop-like 
collecting member, as defined in the specification of the instant application at page 7, lines 1-2. 
The bristles (50) form a generally planar brushing surface and are preferably about 3/8" long 
(column 6, lines 8-11), indicating that the bristles are of approximately uniform length. The head 
portion (48) is configured to support the bristles (50) in a direction substantially parallel to the 
elongated portion of the handle (Figure 3). The exocervical brush (42) is capable of being used 
without the endocervical brush (44). The bristles (50) are "long enough to enable the brushing 
surface to conform to the surface of the exocervix, even an irregularly shaped exocervix" 
(column 6, lines 10-13), implying that the bristles will have sufficient length, flexibility or 
modulus of elasticity to flex in order to conform to the exocervix surface because if the bristles 
are hardened to the extent that some bristles penetrate the surface of an irregularly shaped 
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exocervix, then the brushing surface (42) of Bayne cannot be said to "conform to the surface" of 
the exocervix. 

Regarding Applicant's argument that Bayne's use of the word "scrape" suggests that 
Bayne cannot be said to collect samples through "mopping action/' the Examiner respectfully 
disagrees. The Examiner notes that although the specification of the instant application uses the 
term "mopping action" to describe how the mop-like sample collecting member of the present 
invention obtains a sample, there is no special definition set forth to define what a "mopping 
action" consists of. Merriam-Webster's Collegiate Dictionary, Tenth Edition (1996) defines 
"mopping" to mean "to clean or clear away by mopping" and "to wipe as if with a mop." The 
Examiner submits that many types of mops are known, such as ones having a mopping head 
formed by an absorbent sponge and ones formed by a plurality of elongate, flexible bristles. 
Therefore, what comprises a mopping action is vague and can be broadly interpretted to mean 
"to wipe." The specification of the instant application otherwise only recites that the mop-like 
sample collecting member is rotated by the handle at least two revolutions in order to collect the 
sample. The Examiner notes that the mop-like collecting member of Bayne is also intended to 
be rotated by the handle for two revolutions in a sample collecting procedure (column 6, lines 
20-22). The test appears to be whether the mop-like sample collecting member of Bayne can be 
said "to wipe" the exocervix as the member rotates. Merriam-Webster 's Collegiate Dictionary, 
Tenth Edition (1996) defines the verb "wipe" to mean "b: to clean or dry by rubbing c: to draw, 
pass, or move for or as if for rubbing or cleaning 2 a: to remove by or as if by rubbing." In view 
of these definitions, irregardless of whether Bayne uses the term "scrape" to define his sampling, 
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it appears that Bayne removes cells by rubbing the cervix as the collecting member rotates. 
Therefore, Bayne can be said to collect cells by a "mopping action." 

The Examiner notes that Applicant has provided several definitions of the term "scrape" 
to attempt to show that the sampling of Bayne cannot be equivalent to the mopping action of the 
present invention. The Examiner respectfully submits that Merriam- Webster 's Collegiate 
Dictionary, Tenth Edition (1996) provides an additional definition of the verb "scrape" to mean 
"to move in sliding contact with a rough surface." The Examiner submits that the surface of the 
cervix may be considered a rough surface at the cellular level. The American Heritage® 
Dictionary of the English Language, Fourth Edition (2000) defines "scrape" to mean "to rub (a 
surface) with considerable pressure" and "to draw forcefully over a surface." In view of these 
alternative definitions of the word "scrape," the Examiner asserts that the mop-like collecting 
member of Bayne can be said to collect by a mopping action. 

In view of the foregoing, the rejection of claims 1-6 under 35 USC 102(b) as being 
anticipated by Bayne ('992) is maintained. 

Applicant further contends that Fomby teach an animal medicine applicator brush that 
presumably would be of different construction than a mop-like sample collecting member for 
collecting cervical samples. This argument is not persuasive. The brush of Fomby clearly 
includes a plurality of elongated flexible bristles of approximately uniform length defining 
opposing first and second bristle end portions where the plurality of flexible bristles form a mop- 
like sample collecting member and are supported in a direction substantially parallel to the 
longitudinal axis of the elongated portion. The Examiner notes that claim 1 only requires that a 
sample be obtained from a body cavity and does not include any limitations directed to a cervix. 
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There does not appear to be anything in the structure of the brush of Fomby that prevents it from 
being capable of being inserted into at least some body cavities. Moreover, there is nothing in 
the structure of the apparatus of Fomby that appears would prevent it from being capable of 
contacting a cervix. In view of the discussion of the term "mopping action" hereinabove, the 
brush of Fomby appears fully capable of obtaining a sample through a mopping action. Finally, 
the Examiner respectfully submits that Applicant has not provided sufficient evidence that the 
applicator brush of Fomby would not be suitable for use as a mop-like sample collecting 
member. 

In view of the foregoing, the rejection of claims 1-6 under 35 USC 102(b) as being 
anticipated by Fomby is maintained. 

New grounds of rejection are set forth hereinabove, citing Cataneo et al. which teach a 
brush with a mop-like member that is also believed to read on claims 1-3, 5 and 6 of the instant 
application. 

Conclusion 

5. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Charles A. Marmor, II whose telephone number is (571) 272- 
4730. The examiner can normally be reached on M-TH (7:00-5:00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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